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DETAILED ACTION 

1. In response to the amendment dated Claims 15-34 and 57-96 have 
been cancelled. Claims 1-14 and 35-56 are pending. 

Claim Rejections '35 use §101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-14 remain rejected under 35 U.S.C. 101 as being directed toward non- 
statutory subject matter. Specifically, claims 1-14 are directed toward the result of 
collecting data. Although the claimed structure fulfills result of the intended claimed 
invention (i.e., collecting sleep data), there is no utility for using the collected data. The 
claims merely recite collecting data, but not include any implementation of the data to 
achieve utility. In addition, the steps of "detecting" and "collecting'' do not provide any 
"useful, tangible, and concrete result", as required imder 35 U.S.C. 101. Therefore, 
rejection under 35 U.S.C. 101 stands, and is proper. 

The applicant's argument with regard to the previous rejection of claims 35-56 
under 35 U.S.C. 101 are persuasive. Therefore, the previous rejection of claims 35-56 
under 35 U.S.C. 101 is hereby withdrawn. 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3, Claims 1-3, 5, and 9-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Cho et aL (US 6,641,542) in view of Sullivan et al. (US 5,245,995). 

With regard to claims 1 and 35, Cho et al. disclose detecting physiological 
conditions associated with sleep quality (Col. 4: 29-33). With regard to detecting non- 
physiological conditions, Cho et al. disclose measuring the sleep time of the patient 
(Col. 9: 9-19). The applicant has listed sleep time as a non-physiological condition in 
Table 2, on page 6 of the specification. However, Cho et al. do not explicitly disclose 
measuring a non-physiological condition, other than time, comprising an ambient 
condition external to the patient that affects sleep quality, as recited in the claim. 
Sullivan et al. teach that it is known in the art to detect ambient conditions such as 
background noises, as part of a method of detecting sleep apnea (Col. 3: 3-13). It would 
have been obvious to one of ordinary skill in the art at the time of invention to 
incorporate the teaching of Sullivan et al. into the invention of Cho et al. in order to 
provide a method which detects time, along with other non-physiological conditions, 
such as background noise, which might affect sleep quality. Such data as backgroimd 
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noise would affect a person's sleep, and therefore it would be advantageous to detect 
such data in a system used to detect and treat a sleep disorder. 

With regard to the limitation of collecting sleep quality data based on the 
detected conditions, using an implantable device, Cho et al. disclose this feature (Col. 5: 
5-25). 

With regard to claim 35, and the limitation wherein at least one of collecting and 
evaluating the sleep quality is performed by an implantable device, Cho et al. disclose 
this feature (Col. 5: 5-25). 

With regard to claim 2, and the limitation of detecting a cardiovascular 
condition, Cho et al. disclose detecting hypertension (Col 4: 53-65). 

With regard to claim 3, Cho et al. disclose detecting respiratory conditions, such 
as Cheyne-Stokes respiration (Col. 6: 61-65). 

With regard to claim 5, and the limitation of detecting a blood chemistry 
condition, Cho et al. disclose detecting oxygen saturation in the blood (Col. 8: 3-20). 

With regard to claims 7 and 8, Cho et al. do not disclose detecting an 
environmental condition (as in claim 7) or contextual condition (as in claim 8). Sullivan 
et al. teach the feature of detecting background noise, as previously described. It would 
have been obvious to one of ordinary skill in the art at the time of invention to 
incorporate the teaching of Sullivan et al. into the invention of Cho et al. in order to 
provide a system in which environmental conditions are monitored when diagnosing 
sleep apnea. 
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With regard to claims 9 and 37, and the limitation of collecting data associated 
with sleep stages, Cho et al. disclose measuring sleep cycle length (Col 3: 14-17), and 
measuring eye movement to determine if the patient has reached the REM stage of 
sleep (Col. 2: 21-23). 

With regard to claims 10 and 38, and the limitation of collecting data associated 
with sleep disruption, Cho et al. disclose detecting abnormal arouses (Col. 6: 57-65). 

With regard to claims 11 and 39, and the limitation of collecting data associated 
with disordered breathing, Cho et al. disclose detecting apneas and hypopneas (Col. 8: 
46-60). 

With regard to claims 12 and 40, and the limitation of collecting data associated 
with a movement disorder, Cho et al. disclose measuring limb movements (Col. 6: 53- 
65). 

With regard to claim 13, and the limitation of storing the collected sleep quality 
data, Cho et al. disclose storing the data (Col. 5: 35-38). 

With regard to claim 14, and tiie limitation of transmitting the collected sleep 
quality data, Cho et al. disclose that the data may be transmitted (Col. 8: 38-45). 

With regard to claim 36, and the limitation wherein the collecting and evaluating 
of sleep data are performed at least in part implantably, Cho et al. disclose that the 
evaluation can be performed by the processor, which is part of the implantable device 
(Col. 9: 56-60). 
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With regard to claim 41, and the limitation wherein evaluating the sleep quality 
comprises determining one or more metrics associated with sleep quality, Cho et al. 
disclose gathering metrics associated with sleep apnea (Col. 3-24-38). 

With regard to claim 42, and the limitation wherein evaluating the sleep quality 
comprises trending one or more metrics associated with sleep quality over time, Cho et 
al. disclose determining the number of apneas experienced per hour (Col. 8: 46-60). 

With regard to claim 43, and the limitation wherein evaluating sleep quality 
comprises determining one or more metrics associated with disordered breathing, Cho 
et al. disclose measuring breathing cycles (Col. 3: 13-23). 

With regard to claim 44, and ihe limitation wherein evaluating sleep quality 
comprises determining one or more metrics associated with movement disorders, Cho 
et al. disclose measuring limb movements (Col. 6: 52-65). 

With regard to claim 45, and the limitation wherein evaluating sleep quality 
comprises determining one or more composite metrics based on metrics associated with 
sleep and metrics associated with events that disrupt sleep, Cho et al. disclose that a 
combination of factors is used to determine whether a patient has sleep apnea (Col. 2: 
18-29; Col. 9: 9-20). . 

With regard to claim 46, Cho et al. disclose transmitting sleep quality data and 
the sleep quality evfduation to a separate device (Col. 8: 39-45). 

4. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cho et al. 
in view of Sullivan et aL, as applied above, and further in view of Kallok et al. (US 
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5,146,918). Cho et al., as modified by Sullivan et al., do not explicitly disclose detecting a 
nervous system condition. Kallok et al. teach detecting central nervous system 
inspiratory drive to the respiratory muscles to detect apnea. Kallok et al. that lack of 
nerve activity can be an indicator of apnea (Col. 2: 4-24). It would have been obvious to 
one of ordinary skill in the art at the time of invention to incorporate the teaching of 
Kallok et al. into the invention of Cho et al., as modified by Sullivan et al., in order to 
provide a system in which nervous system conditions are monitored to detect sleep 
apnea. 

5. Claims 47-56 are rejected under the same grounds as presented in the previous 
office action. 



Response to Arguments 

6. Applicant's arguments with respect to claims 1-14 and 35-46 have been 
considered but are moot in view of the new ground(s) of rejection. 

7. Applicant has argued, with regard to claims 47-56 (pp. 11-13), that the 
combination of Cho and Lindenthaler does not provide a reasonable expectation of 
success, and tiiat neither Cho nor Lindenthaler suggest the desirability of such a 
combination. The examiner respectfully disagrees. Cho discloses a method for detecting 
and treating sleep apnea (See Abstract). Lindenthaler teaches a method for diagnosing 
sleep apnea (See Abstract). With regard to the argument regarding expectation of 
success, both the inventions of Cho and Lindenthaler involve diagnosing sleep apnea in 
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a human. It would be reasonable to assume that the muscle condition detection, as 
taught by Lindenthaler, would also work in the method of Cho, since both inventions 
are used with a human. In other words, so long as the human subject being treated with 
the invention of Cho has muscles to detect, then it follows fliat the person's muscle 
conditions could be detected, as taught by Lindenthaler, with reasonable success. 

With regard to the argument regarding motivation to combine the references, 
since Lindentiialer teaches that the step of detecting muscle conditions is important in 
diagnosing apnea, it would be desirable to incorporate this feature into an invention, 
such as Cho, which detects and treats sleep apnea. Both the methods of Cho and 
Lindenthaler have the similar goal of detecting sleep apnea. One of ordinary skill in the 
art would be strongly motivated to combine the teachings of two methods, such as Cho 
and Lindenthaler, which are both directed to diagnosing sleep apnea. As stated in the 
previous office action, Lindenthaler specifically teaches that muscle conditions are an 
important factor in causing sleep apnea (Col. 1: 15-30). Therefore, Lindenthaler provides 
motivation to implement such a feature in a method for diagnosing sleep apnea. 

With regard to the argument that the combination of Cho and Lindenthaler 
would be inoperable, the examiner respectfully disagrees. As stated above, both Cho 
and Lindenthaler teach methods which may be used to diagnose sleep apnea. So long as 
the human subject being treated with the invention of Cho has muscles, then the 
conditions of those muscles may be detected, as taught by Lindenthaler. Detecting the 
muscle conditions, as taught by Lindenthaler, would not render the method of Cho 



Application/ Control Number: 10/642,998 Page 9 

Art Unit: 3714 

inoperable, since such a procedure could be implemented as part of the method of Cho. 
As part of a method to diagnose sleep apnea, it would have been reasonable to expect 
that muscle condition detection, as taught by Lindenthaler, would be advantageous to 
implement in the method of Cho. 

Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. SeeMPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In tiie event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and 
any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date 
of the advisory action. In no event, however, will the statutory period for reply expire 
later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier commimications from the 
examiner should be directed to Joshua D. Crabtree whose telephone number is 571-272- 
8962. The examiner can normally be reached on 8:00-4:30, Mon-Fri. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571) 272-6996. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for xmpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you v^ould like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, caU 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



5^ 

Joshua D. Crabtree 
March 6, 2007 




